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The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
states. 

Claims 1-3 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Spelsberg patent 4,307,846. Spelsberg discloses a device having a disruption element 
(pestle 38) for disrupting cells or tissues in conjunction with a sample container 12 
(column 4, lines 12-14), in which the disruption element has a slightly smaller dimension 
than the inside dimension of the container (column 4, lines 19-27). 

For clainns 2 and 3, given the disclosed clearance of Spelsberg of a matter of 
0.0005-0.002 inches (column 4, lines 1 9-27), the element is much greater than .75 
times the diameter of the container. 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prfor art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 

USPQ 459 (1966), that are applied for establishing a background for determining 

obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the clainns at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 
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This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made In order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

Claims 4-6 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Spelsberg in view of Depperman patent 6,880,771 . Claims 4-6 differ from Spelsberg in 
requiring the disruption element to comprise a dense material, or specifically a stainless 
steel ball. Depperman teach a disruption element of a stainless steel ball or other 
dense material inside a container for disrupting tissue or cells (Abstract, column 1, lines 
12-15, column 2, lines 27-30 and column 7, lines 43-54). It would have been obvious to 
one of ordinary skill in the art to have manufactured the disruption element of Spelberg 
of stainless steel and made it ball-shaped, since the dense material would effect a more 
rapid and complete disruption and homogenization of the tissue, without loss. 

Claims 7-13,16 and 17 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Spelsberg in view of Gautsch et al patent 6,235,501 . Spelsberg 
discloses disrupting tissues or cells with a disruption element placed into a container 
(Abstract, column 1, lines 12-25, colujmn 2, lines 35-50, etc.). 
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The method claims firstly differ in requiring the disruption element for 45 seconds 
or less, although Spelsberg discloses that the disruption can proceed rapidly (column 1 , 
lines 64-68). Gautsch teach that disruption elements can effect disruption of cell tissues 
in a manner of seconds (column 13, line 64-column 14. It would have been obvious to 
one of ordinary skill in the art to have operated the disruption element on discrete 
sample volumes for periods of 45 seconds or less as taught by Gautsch, so as to 
enable the processing of a greater total volume/quantity of cell tissue over time. 

Spelsberg also discloses the cell or tissue being disrupted is contacted in the 
container in a stabilizing solution (column 2, lines 35-40). The claims also differ in 
requiring that a "nucleic acid stabilizing" solution be added to the container. Gautsch 
also teaches adding a solution to stabilize and homogenize any type of cell tissue being 
disrupted and teach that extraction of nucleic acids such as DNA or RNA, may be 
extracted (Abstract, column 16, line 42-column 17, line 5). It would have been obvious 
to one of ordinary skill in the art to have specifically added a "nucleic acid" solution to 
the material being disrupted in the Spelsberg method , as taught by Gautsch, to enable 
later separation of desired nucleic acid material from the remainder of the cell tissue, 
since study and isolation of DNA or other nucleic acid constituents is valuable in the 
research and development of many medical and pharmaceutical products. 

For claims 8 and 17, Gautsch teach that any of diverse cells or tissues may be 
disrupted including lymph cell tissue at column 16, lines 8-1 1 . 

For claims 10-12. Spelsberg again discloses a very small clearance between 
disaiption element and container (column 4, lines 19-27). 
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For claim 13, Spelsberg discloses the disruption element being of Teflon (column 
6, line 43), which is a denser material than some other materials. 

For claim 16, Spelsberg discloses "continuous", hence "intra-operative" operation 
(column 2, lines 38-39 and column 1 , lines 53-65) of the device and method. 

Regarding claim 9 and claims dependent therefrom, Spelsberg also discloses 
that constituents of cell tissue are eventually separated from the solution containing the 
cell tissue being disrupted (column 1, lines 12-24, column 5, lines 1-3). Independent 
claim 9, and claims dependent therefrom, further differ in requiring that nucleic acids be 
extracted from the solution of cell or tissue. Gautsch teach such extraction of DNA, 
hence nucleic acids, at (Abstract, column 13, lines 2-3, etc.). It would have also been 
obvious to have effected such separation or extraction of Gautsch in employ of a 
method utilizing the Spelsberg apparatus, to enable later separation of desired nucleic 
acid material from the remainder of the cell tissue, since study and isolation of DNA or 
other nucleic acid constituents is valuable in the research and development of many 
medical and pharmaceutical products. 

Claims 14 and 15 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Spelsberg in view of Gautsch et al as applied to claims 7-1 3 above, and further in 
view of Depperman. Claims 14-16 differ from Spelsberg in requiring the disruption 
element to comprise a dense material, or specifically a stainless steel ball. Depperman 
teach a disruption element of a stainless steel ball or other dense material inside a 
container for disrupting tissue or cells (Abstract, column 1, lines 12-15, column 2, lines 
27-30 and column 7, lines 43-54). It would have been obvious to one of ordinary skill in 
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the art to have manufactured the disruption element of Spelsberg of stainless steel and 
made it ball-shaped, since the dense material would effect a more rapid and complete 
disruption and homogenization of the tissue, without loss. 

The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. Murphy patent 5,374,522 is of interest with regard to release of 
either RNA or DNA from cell tissue by mechanical disruption; Destafano et al patent 
5,829,696 is of interest with respect to a cell disrupter having a small clearance between 
the container and disruptor, in a device where the container is sealed, rather than 
allowing flow therethrough. 
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Any inquiry concerning this communication or earlier communications from 
the examiner should be directed to Joseph Drodge at telephone number 
571-272-1 140. The examiner can normally be reached on Monday-Friday from 
8:30 AM to 5:00 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the 
examiner's supervisor, Wanda Walker, can reached at 571-272-1 151 . The fax 
phone number for the examining group where this application is assigned is 
571-273-8300. 

Information regarding the status of an application may be obtained from 
the Patent Application Information Retrieval (PAIR) system. Status information 
for published applications may be obtained from either private PAIR or Public 
PAIR, and through Private PAIR only for unpublished applications. For more 
information about the PAIR system, see httD://Dair-direct.usDto.QOv . Should you 
have any questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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